CM 

< 

CM 
CM 
G> 

CO 
CD 
CO 

o 

Q_ 
LU 



(19) 



J) 



Europaisches Patentamt 
European Patent Office 
Office europe n des brevets 



(12) 



(11) EP 0 868 922 A2 

EUROPEAN PATENT APPLICATION 



/A 0\ 

(43) 


Date of publication: 


(51) IntCI 6 : A61M 25/00 




07.10.1998 Bulletin 1998/41 


(21) 


Application number: 98302105.6 




(22) 


Date of filing: 20.03.1998 




(84) 


Designated Contracting States: 


(72) Inventors: 




AT BE CH DE DK ES Fl FR GB GR IE IT LI LU MC 


• Li, Hong 




NL PT SE 


Cupertino, California 95014 (US) 




Designated Extension States: 


• Maguire, Mark A. 




AL LT LV MK RO SI 


San Jose, California 95125 (US) 


(30) 


Priority: 02.04.1997 US 825778 


(74) Representative: Bayliss, Geoffrey Cyril et al 






BOULT WADE TENNANT, 


(71) 


Applicant: MEDTRONIC, INC. 


27 Furnival Street 




Minneapolis, Minnesota 55432 (US) 


London EC4A1PQ(GB) 



(54) Enhanced contact steerable bowing electrode catheter assembly 



(57) A catheter assembly (2) includes a proximal 
end assembly (4), with four slidable movable manipula- 
tors (12, 14, 16, 18) and a bowing catheter (6) extending 
from the proximal end assembly. The bowing catheter 
includes an elongate, flexible catheter body (24), having 
a tip portion (30) carrying electrodes (32), first and sec- 
ond elongate push/pull manipulator wires (26, 28), and 
a sheath (22) housing the catheter body and manipula- 



tor wires. The sheath, catheter body and manipulator 
wires are each coupled to a manipulator. The manipu- 
lator wires are connected to positions (40, 42) on either 
side of a stiff tip segment (43). The manipulator wires 
have sufficient columnar strength/stiffness to maintain 
the tip segment at a range of relatively stable orienta- 
tions to cause the bowed tip to be deflected in in-plane 
and out-of-plane deflections. 
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Description 

The present invention relates generally to systems 
and methods for applying electrical energy to a patient 
and more specifically to steerable electrophysiology 
catheters for use in mapping and/or ablation of the heart. 

The heart is primarily composed of multiple fibers 
which are responsible for the propagation of signals 
necessary for normal electrical and mechanical func- 
tion. The presence of an arrhythmogenic site or abnor- 
mal pathway which may bypass or short circuit the nor- 
mal conducting fibers in the heart often causes abnor- 
mally rapid rhythms of the heart, which are referred to 
as tachycardias. Tachycardias may be defined as ven- 
tricular tachycardias (VTs) and supraventricular tachy- 
cardias (SVTs). VTs originate in the left or right ventricle 
and are typically caused by arrhythmogenic sites asso- 
ciated with ventricular myocardial disease. SVTs origi- 
nate in the atria or the atrioventricular (AV) junction and 
are frequently caused by abnormal circuits or foci. 

The present invention is concerned with the treat- 
ment of atrial fibrillation and atrial flutter, which are two 
of the most common sustained cardiac arrhythmias and 
the major causes of systemic embolism. Therapy for pa- 
tients suffering from atrial fibrillation usually focuses on 
controlling the symptoms (palpitations, angina, dysp- 
nea, syncope and the like), improving cardiac perform- 
ance and reducing the risk of thromboembolism. Treat- 
ment of atrial fibrillation may be accomplished by a va- 
riety of approaches, including drugs, surgery, implanta- 
ble pacemakers/defibrillators, and catheter ablation. 
While antiarrhythmic drugs may be the treatment of 
choice for many patients, these drugs may only mask 
the symptoms and do not cure the underlying cause. Im- 
plantable devices, on the other hand, usually can correct 
an arrhythmia only after it occurs. Surgical and catheter- 
based treatments, by contrast, may actually cure the 
problem usually by ablating the abnormal arrhyth- 
mogenic tissue or abnormal pathway responsible for the 
atrial fibrillation or flutter. The catheter-based treat- 
ments rely on the application of various destructive en- 
ergy sources to the target tissue including direct current 
electrical energy, radiofrequency electrical energy, mi- 
crowave energy laser energy, cryoenergy, ultrasound 
and the like. 

Of particular interest to the present invention are ra- 
diofrequency (RF) ablation protocols which have proven 
to be effective in treatment of atrial fibrillation while ex- 
posing the patient to minimum side effects and risks. Ra- 
diofrequency catheter ablation may be performed after 
an initial mapping procedure where the locations of the 
arrhythmogenic sites and abnormal pathways are deter- 
mined. A catheter having a suitable electrode is intro- 
duced to the appropriate heart chamber and manipulat- 
ed so that the electrode lies proximate the target tissue. 
Radiofrequency energy is then applied through the elec- 
trode to the cardiac tissue to ablate a region of the tissue 
which forms part of the arrhythmogenic site or the ab- 



normal pathway. By successfully destroying that tissue, 
the abnormal conducting patterns responsible for the 
atrial fibrillation or flutter cannot be sustained. Methods 
and systems for performing RF ablation by controlling 
s temperature at the ablation site are described in U.S. 
Patent No. 5,573,533, issued November 12, 1996, en- 
titled "Method and System for Radiofrequency Ablation 
of Cardiac Tissue." 

Catheters designed for mapping and/or ablation f re- 
10 quently include a number of individual electrode bands 
mounted to the distal tip of the catheter so as to facilitate 
mapping of a wider area in less time, or to improve ac- 
cess to target sites for ablation. Such catheters are de- 
scribed in U.S. Patent No. 5,318,525, issued June 7, 
15 1994, entitled "Steerable Electrode Catheter." Cathe- 
ters used in radiofrequency ablation are typically insert- 
ed into a major vein or artery, usually in the neck or groin 
area, and guided into the chambers of the heart by ap- 
propriate manipulation through the vein or artery. Such 
20 catheters must facilitate manipulation of the distal tip or 
ablation segment so that the distal electrode(s) can be 
positioned against the tissue region to be ablated. The 
catheter must have a great deal of flexibility to follow the 
pathway of the major blood vessels into the heart, and 
25 the catheter must permit user manipulation of the distal 
ablation segment even when the catheter is in a curved 
and twisted configuration. Because of the high degree 
of precision required for proper positioning of the tip 
electrode, the catheter must allow manipulation with a 
30 high degree of sensitivity and controllability. 

An important factor which has driven the recent de- 
velopment of curative catheter ablation therapies for 
atrial fibrillation has been the development of a success- 
ful surgical procedure, the "Maze" procedure, for treat- 
35 ing patients with this arrhythmia. The Maze procedure 
was developed to provide both sinus node control of 
ventricular rate and effective, appropriately synchro- 
nized biatrial contraction. This procedure involves open- 
ing the patient's chest cavity with a gross thoracotomy, 
40 usually in the form of a median sternotomy, to gain ac- 
cess into the patient's thoracic cavity, and cutting long 
linear incisions through the heart wall to electrically par- 
tition portions of the heart. In particular, the Maze pro- 
cedure partitions the atria such that: (1 ) no portion of the 
45 atrium is large enough to support atrial fibrillation; (2) 
conduction of the sinus impulse to the AV node and to 
most portions of the atria is maintained; and (3) relatively 
normal atrial contraction is restored. 

The success of the Maze procedure has driven in- 
50 terest in the development of a catheter ablation proce- 
dure which can replicate the therapeutic results of the 
surgical Maze procedure. This catheter ablation proce- 
dure involves the creation of relatively long linear lesions 
along the heart tissue with the distal tip of an ablation 
55 catheter. This desire to produce linear lesions has led 
to catheter designs in which several ablation electrodes 
are mounted on the length of the distal ablation segment 
of the catheter shaft. 
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Three requirements are important for the proper op- 
eration of electrode catheters, in particular radio fre- 
quency ablation catheters used to treat atrial fibrillation: 
(a) good contact between the electrodes and the heart 
tissue; (b) the tip portion steerable to different angles 
and locations; (c) easy and safe to use and easy to build. 
Conventional RF ablation catheters for a trial fibrillation 
treatment can meet some but not all of these three re- 
quirements. 

A first type of linear lesion catheter has a steerable, 
flexible tip portion. See U.S. Patent Application NO. 
08/613,298, filed March 11, 1996, entitled "Method and 
Apparatus for RF Ablation." While it is relatively easy to 
build and provides considerable maneuverability, this 
design does not provide for enhanced contact pressure 
between the electrodes along the tip portion and the 
heart tissue. 

A second type of linear catheter carries electrodes 
on outwardly bowed segments at the tip portion of the 
catheter. See U.S. Patent No. 5,263,493, issued No- 
vember 23, 1993, entitled "Deflectable Loop Electrode 
Array Mapping and Ablation Catheter for Cardiac Cham- 
bers. " This type of catheter is generally designed to bow 
the electrode segment in the same plane as the catheter 
shaft, although it can be bowed out of plane with some 
effort. The primary problems with this second type are 
ease of maneuverability of the electrode segment into 
a variety of orientations, and achieving a stable position 
with the electrode segment. 

What is needed to resolve these problems is a cath- 
eter which combines bowing out of the electrode-carry- 
ing catheter tip portion for enhanced contact with the 
maneuverability for out-of-plane orientations of a steer- 
able tip design. Furthermore, the catheter should be 
able to make fine adjustments in the position of the tip 
portion, and to stabilize the tip portion in a variety of ori- 
entations. The invention described below achieves 
these objectives. 

The present invention is directed to an enhanced 
contact, steerable, bowing electrode-catheter assembly 
in which the bowed tip portion of the catheter body can 
be deflected in a wide variety of directions and configu- 
rations. The stability of the bowed tip portion permits ex- 
ertion of superior levels of contact force in a wide variety 
of directions, configurations and locations. 

The catheter assembly comprises broadly a proxi- 
mal end assembly, including movable manipulators, and 
a bowing catheter extending from the proximal end as- 
sembly. The bowing catheter includes an elongate, flex- 
ible catheter body having a tip portion carrying the elec- 
trodes. First, proximal and second, distal elongate push/ 
pull manipulator elements are preferably coupled to first 
and second manipulators. The distal ends of the manip- 
ulator elements are connected to first and second 
spaced-apart positions at either end of a tip segment 
along the tip portion of the catheter body. The first and 
second manipulator elements have sufficient columnar 
strength/stiffness to position the tip segment over a 



range of orientations to create a radially deflected 
bowed tip portion. The catheter body and the manipula- 
tor elements are preferably housed within a hollow 
sheath. During use, a radially deflected bow is formed 
5 in the tip portion. The bowed tip portion is formed, 
shaped and oriented by manipulating one or more of the 
catheter shaft, the hollow sheath and the manipulator 
elements. The position, size, shape and orientation of 
the bowed tip portion are selected according to the le- 
10 sion to be created. 

In a preferred embodiment, the manipulator ele- 
ments are manipulator wires which, together with the 
catheter body, extend through the hollow sheath. Pref- 
erably, the catheter body and the hollow sheath are con- 
's nected to third and fourth manipulators. The catheter as- 
sembly preferably includes a housing to which the ma- 
nipulators are movably mounted. 

The tip portion is preferably introduced into the body 
cavity with the tip portion and manipulator elements fully 
20 housed within the sheath. When in position, the tip por- 
tion of the catheter body is extended from the distal end 
of the sheath. By separately or simultaneously manipu- 
lating the manipulators coupled to the manipulator 
wires, the catheter body and the sheath, the tip portion 
25 can be deflected to a wide variety of shapes, sizes, ori- 
entations and configurations. 

The tip segment is preferably relatively rigid. The 
two manipulator wires and the segment tip effectively 
create a triangular linkage or truss structure to stabilize 
30 the tip portion. This configuration promotes good con- 
tact force between the tip portion electrodes and the or- 
gan surface. 

In addition, the stability provided by truss structural 
arrangement helps to keep the bowed tip portion from 

35 changing shape when the entire tip portion is torqued. 
(Torque-type lateral deflection is considered in-plane 
when the bowed tip portion does not change shape 
when torqued. Torque-type lateral deflection is consid- 
ered out-of-plane when the bowed tip changes shape 

40 when torqued.) 

Other features and advantages of the invention will 
appear from the following description in which the pre- 
ferred embodiments have been set forth in detail in con- 
junction with the accompanying drawings. 

45 

Fig. 1 is a simplified overall view of a enhanced con- 
tact steerable bowing electrode catheter assembly 
made according to the invention; 
Fig. 2 is an enlarged view of the distal portion of the 
50 catheter of Fig. 1 showing the radially outwardly 
bowed tip portion of the catheter body extending 
from the sheath, the bowed tip portion lying sub- 
stantially in a plane; 

Fig. 3 is a simplified partial cross-sectional view of 
55 the distal end of the tip portion of the catheter body 
of Fig. 2; 

Fig. 3A is a simplified and enlarged cross-sectional 
view of the metal tip to be used with the tip portion 
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of Fig. 3; 

Figs. 38 and 3C are simplified cross-sectional views 
of the tip portion of Fig. 3 illustrating a round core 
wire and a flattened core wire, respectively; 
Figs. 4-6 are three alternative embodiments of tip s 
portions of Fig. 3; 

Fig. 7 illustrates the tip portion of an alternative em- 
bodiment of the invention housed within the distal 
end of the sheath; 

Figs. 7A and 7B are plan and side views of the tip 10 
portion of Fig. 7 after the sheath has been pulled 
proximally to expose the distal end of the catheter 
body and the catheter body has been pushed 
through the distal end of the sheath; 
Figs. 8A -8D illustrate a range of in-plane and sub- 15 
stantially in-plane deflections of the tip portion of the 
catheter of Fig. 2 created by changing the orienta- 
tion of the tip segment from generally perpendicular 
to the sheath axis in Fig. 8A to generally parallel to 
the sheath axis in Fig. 8D; 20 
Figs. 9and9A, 10 and 10A, 11 and 1 1 A show pairs 
of views of successive out-of-plane deflections of 
the tip portion of Fig. 7 after the first manipulator 
wire has been pulled, the catheter shaft has been 
pushed and the distal end of the tip portion has re- 25 
mained at the same position within the heart; and 
Figs. 12 and 13 are simplified views of the right atri- 
um and the left atrium of a heart illustrating various 
sites important in the treatment of atrial fibrillation 
and atrial flutter and showing introduction of the dis- 30 
tal portion of the catheter of Fig. 1 therein. 

Fig. 1 illustrates, in simplified form, an enhanced 
contact steerable bowing electrode-catheter assembly 
2 comprising broadly a proximal end assembly 4 and a 35 
catheter 6 extending from a distal end 8 of proximal end 
assembly 4. Proximal end assembly 4 includes a handle 
housing 10 to which four manipulators 12, 14, 16 and 
18 are slidably mounted. Manipulators 12-18 are each 
movable along the length of housing 1 0 and can be se- 40 
cured in position by, for example, rotating the manipu- 
lator. An example of such a sliding, position-lockable 
manipulator is illustrated in U.S. Patent No. 5,545,200. 
This permits the user to easily position one or more of 
the manipulators 12-18 along the longitudinal length of 45 
housing 10 and then retain the manipulator in the de- 
sired position by simply rotating the manipulator. Other 
means for securing manipulators 12-18 in the desired 
longitudinal position, such as through the use of detents 
or spring latches, can be used. The proximal end as- so 
sembly 14 also includes an electrical connector 20 at 
the proximal end. 

Referring now also to Fig. 2, catheter 6 is seen to 
include a hollow sheath 22 housing a catheter body 24, 
a first, proximal manipulator wire 26 and a second, distal 55 
manipulator wire 28. Catheter body 24 includes a tip por- 
tion 30 to which a number of electrophysiology elec- 
trodes 32 are mounted. Electrodes 32 are preferably coil 



electrodes to ensure good flexibility of tip portion 10. 

The distal ends 36, 38 of manipulator wires 26, 28 
are coupled to tip portion 30 at first and second spaced- 
apart positions 40, 42. Positions 40, 42 are spaced apart 
by, for example, 8 mm, and define a relatively rigid tip 
segment 43 therebetween. It is expected that positions 
40, 42 can be spaced apart by other distances, such as 
from 3 mm to 80 mm, depending on the construction of 
tip portion 30, the procedure to be accomplished, and 
other factors. In the embodiment of Fig. 2, position 42 
is at the distal end 34 of catheter body 24; however, oth- 
er positions are also possible. 

Catheter body 24 is coupled to first manipulator 1 2, 
manipulator wires 26, 28 are coupled to second and 
third manipulators 14, 16, and sheath 22 is coupled to 
fourth manipulator 1 8. Manipulator wires 26, 28 are flex- 
ible but are sufficiently stiff and have sufficient columnar 
strength so that they can apply significant pushing forc- 
es against tip portion 30 at positions 40, 42. Manipulator 
wires 26, 28 are designed to position tip segment 43 at 
a variety of orientations; the orientation of tip segment 

43, as will be discussed below, in large part determines 
the orientation of tip portion 30. The stiffness and co- 
lumnar strength of manipulator wires 26, 28 will depend 
on the amount of force desired to be exerted by tip por- 
tion 30, the flexibility or stiffness of the tip portion, the 
size of tip portion 30, and other such considerations. 

Manipulator wires 26, 28 are preferably made with 
sufficiently large diameters so as not to injure cardiac or 
other organ tissue when the wire is pressed against the 
tissue. Also, wires 26, 28 can have a tissue-protecting 
coating to help prevent tissue injury. 

Wires 26, 28 can be made with circular or flattened 
cross-sectional shapes. Circular cross-sectional manip- 
ulator wires preferably have diameters of about ; 51-.89 
mm (.020- 035 inch); manipulator wires with flattened 
cross-sectional shapes are preferably at least about . 
51 -.89 mm (.020-.035 inch) thick by .51-2.5 mm (.020-. 
100 inch) wide. In one embodiment, each wire 26, 28 is 
a round wire made of a polymer-covered stainless steel 
wire and has an outside diameter of about .64 mm (.025 
inch). 

Fig. 3 illustrates the distal end of the tip portion of 
the catheter body of Fig. 2. Tip portion 30 includes a tip 

44, see Fig. 3A, typically made of stainless steel, having 
a pair of bores 46 formed through the tip. Manipulator 
wires 26, 28 are passed through bores 46, 48 and are 
secured within the bores so that manipulator wires 26, 
28 can push or pull on tip portion 30 of catheter body 
24a while permitting tip 44 to rotate freely about the axes 
of bores 46, 48. 

Figs. 3B and 3C show the internal construction of 
tip portion 30 of Fig. 3 in cross-section. In Fig. 3B, the 
central lumen of tip section 30 houses a corewire 68 
which is attached at its distal end to an adhesive 70 (see 
Fig. 3) within a central bore 72 (see Fig. 3A) and at its 
proximal end to first manipulator 12. Corewire 68 is 
pulled or pushed to cause tip portion 30 to bow out or to 
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straighten. Electrical wires 74 and thermocouple wires 
76 are also shown in Figs. 3B and 3C. 

It can be appreciated that the round corewire 68 
shown in Fig. 3B can be replaced with flattened corewire 
78 shown in Fig. 3C. Flattened corewire 78 imparts lat- 
eral rigidity to tip portion 30 in the transverse direction 
to its bending axis. This can improve stability, maneu- 
verability, and contact force for tip portion 30. 

Fig. 4 illustrates the distal end of the tip portion 30a 
of a catheter body 24a similar to the embodiment of Fig. 
3. Instead of metal tip 44, the tip portion comprises a 
pair of metal keepers 50, 52, typically clasps or rings, at 
positions 40, 42. 

Fig. 5 is a modification of the embodiment shown in 
Fig. 3 in which a hypotube 54 is used to house manip- 
ulator wires 26, 28. The distal end 56 of hypotube 54 is 
open to permit manipulator wire 26, 28 to enter the hy- 
potube. The use of hypotube 54 helps reduce friction 
and minimizes irritation and trauma to tissue during the 
insertion of catheter body 24 and the manipulation of 
manipulator wires 26, 28. Hypotube 54, which may or 
may not be axially manipulatable, also helps to control 
the manipulator wires to keep them from separating 
from one another too far proximal ly. Hypotube 54 can 
be made from a variety of materials including stainless 
steel and polymers. 

Fig. 6 illustrates an embodiment similar to that of 
Fig. 4. However, keeper 50a has an extension 60 to 
which manipulator wire 26 is secured. Keeper 52a has 
a through-hole 62 through which manipulator wire 28 
passes. The embodiments of Figs. 3 and 4 are generally 
preferred over the embodiment of Fig. 6 because of the 
lower profile of tip segment 43. Also, an electrode 32 is 
mounted along tip segment 43 as well as along the en- 
tire length of tip portion 30 proximal of the tip segment. 

In the preferred embodiments, the electrodes 32 
are spaced-apart from the tip 44 and keepers 50, 52. 
However, under appropriate condition, it may be desired 
to make tip 44 and one or both of keepers 50, 52 serve 
dual purposes, that is serve as attachment points 40, 42 
for manipulator wires 26, 28 and as electrodes. In the 
preferred embodiments, the manipulator wires are solid; 
one of the manipulator wires, such as manipulator wire 
26, could be replaced by a flexible tube or sheath 22 
through which the other manipulator wire passes. Also, 
the connections between manipulator wires 26, 28 and 
tip portion 30 can take other forms, such as an axle con- 
nection or a living hinge made of, for example, a polymer 
material or a superelastic material such as nitinol. 

The use of catheter assembly 2 is described with 
reference to its use within a chamber of the heart. It 
could, however, be used in other situations as well. Typ- 
ically, tip portion 30 of catheter body 24 is initially housed 
within sheath 20 adjacent to the distal end 64 of the 
sheath. See Fig. 7. Distal end 64 of sheath 22, with tip 
portion 30 of catheter body 24 housed therein, is trans- 
luminally positioned through a blood vessel so that distal 
end 64 is positioned within the heart. Once at the desired 



position, sheath 22 is pulled proximally using fourth ma- 
nipulator 18 to expose distal end 34 of catheter body 24. 
Tip portion 30 assumes the in-plane orientation of Figs. 
7A and 7B by pulling sheath 22 back just far enough to 

5 expose distal end 34 and then pushing catheter body 
24 distally while maintaining wire 28 fixed relative to 
sheath 22 and permitting proximal manipulator wire 26 
to move freely. Tip portion 30 assumes the orientation 
of Fig. 2 from the orientation of Fig. 7 in the same basic 

10 manner; the main difference is that sheath 22 is pulled 
back further to expose more of tip portion 30 than with 
the orientation of Fig. 7A. 

In-plane deflection (also called in-plane radial de- 
flection), such as from the orientation of Fig. 2 to the 

1$ orientation of Fig. 8A, is typically accomplished by push- 
ing or advancing proximal manipulator wire 26 while 
maintaining distal manipulator wire 28 in position caus- 
ing tip portion 30 to bow generally upwardly. This causes 
tip segment 43 to be close to being parallel to sheath 

20 axis 66 and permits electrodes 32 to make a lesion on 
the roof of the atrium generally aligned with axis 66 of 
sheath 22. 

Tip portion 30 is moved from the orientation of Fig. 
8A to the orientation of Fig. 8B by pulling back on second 
25 manipulator 14, thus pulling proximal wire 26 back in a 
proximal direction, while pushing on fourth manipula- 
tion, thus pushing sheath 22 distally, while maintaining 
manipulators 12, 16, in position to deflect tip segment 
43 to an orientation generally perpendicular to the axis 
30 66 of sheath 22. Manipulator wires 26, 28 are stiff 
enough and have sufficient columnar strength to effec- 
tively push or pull on tip portion 30 at positions 40, 42. 
The orientation of Fig. 8B permits electrodes 32 to cre- 
ate a lateral lesion. The stability of tip portion 30 is much 
35 greater, compared with the use of a single manipulator 
wire in conventional bowing catheters, due to the use of 
manipulator wires 26, 28. Also, the amount of radial de- 
flection possible (see Figs. 2 and 8B) is also greater with 
the use of wires 26, 28. 
40 Tip portion 30 shown in Fig. 8C illustrates the tip 
portion in a complete loop. Tip segment 43 has moved 
from the position of Fig. 8B to the position of Fig. 8C by 
pulling on proximal manipulator wire 26 until position 42 
is distal of position 40 but before tip segment 43 is par- 
45 allel to axis 66. This orientation positions electrodes 30 
both laterally and proximally. Fig. 8D illustrates a con- 
tinuation of the movement of tip portion 30 of Fig. 8C 
wherein distal manipulator wire 28 has been pushed dis- 
tally until tip segment 43 is generally parallel to axis 66. 
50 Doing so orients electrodes 32 in a proximal orientation 
to permit ablation along lines adjacent the entry of 
sheath 22 into the chamber. The movement of tip portion 
30 to the orientations of Figs. 8C and 8D is considered 
substantially in-plane deflection. 
55 Out-of-plane deflection of tip portion 30 when start- 
ing from the general orientation of Fig. 2 is shown in 
Figs. 9, 9A and can proceed as follows. Manipulator wire 
26 is pulled proximally, while catheter body 24 is pushed 
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distally, preferably while maintaining distal end 34 of 
catheter body 24 at a fixed position within the heart. Do- 
ing so causes tip portion 30 to bend out of the original 
plane of Fig. 2 to the out-of-plane (three-dimensional) 
configuration illustrated in Figs. 9, 9A. Figs. 10 and 10A, 
11 and 11 A illustrate further orientations resulting from 
the continued movement of wire 26 and catheter body 
24. The lesion lines which can be created can vary over 
a wide range of angles as indicated in Figs. 9A, 1 0A and 
11A. 

The amount of out-of-plane deflection is preferably 
at least about 90° in one lateral direction, and more pref- 
erably at least about 180° in one lateral direction. 

Fig. 12 illustrates, in schematic form, a right atrium 
RA having a superior vena cava SVC, an interior vena 
cava IVC, a tricuspid valve TV, a coronary sinus CS, and 
fossa oval is FO. Also shown is the crista terminalis, a 
ridge on the internal surface of the right atrium. The dis- 
tal end of a catheter assembly is seen passing through 
the IVC whereupon tip portion 30 can be manipulated 
into a variety of in-plane and out-of-plane configurations 
to ablate tissue, typically along paths connecting two or 
more of the indicated structures. 

Fig. 13 illustrates, in schematic form, the passage 
of distal end 64 of sheath 22 through the septum 8 of 
the left atrium LA for ablating tissue between and among 
various sites, including pulmonary veins PV and a mitral 
valve MV. Typical lesion lines are indicated by dashed 
lines in Figs. 12 and 13. 

The methods of manipulating tip portion 30 into the 
various shapes shown in the figures can be varied from 
those described. It is preferred, however, that manipu- 
lations be conducted in such a manner that only one ma- 
nipulator 12-18 need be moved at any one time while 
the remaining manipulators can be left to move freely 
relative to housing 10 or can be secured relative to one 
or more of the various components of assembly 2. In 
some situations it may be desired to use more than two 
manipulator wires. 

Other different types of manipulations can be per- 
formed, including rotating or torquing tip portion 30 by, 
for example, torquing one or both of manipulator wires 
26, 28 or by rotating the entire proximal end assembly 
4. The stability created by the use of elements 26, 28 
helps maintain such laterial deflection in-plane when de- 
sired. 

The amount of force which can be exerted by tip 
portion 30 against the surface is typically at a maximum 
when tip portion 30 is generally aligned with sheath axis 
66 as illustrated in Figs. 2 and 8A. In one example, a 
catheter without manipulator wires 26, 28 in an orienta- 
tion similar to that of Fig. 2 could exert a maximum force 
on the chamber wall of only about 0.8 oz.; the same 
catheter with manipulator wires 26, 28 mounted to po- 
sitions 40, 42 about 8 mm apart permitted a force of 
about 6.5 oz. to be exerted against the chamber wall. 
When the lesion site is not in the direction of sheath axis 
66, the amount of force which can be exerted by tip por- 



tion 30 will typically be lower, but the ratio of the amount 
of force exertable with and without manipulator wires 26, 
28 is expected to be greater than in the example above. 
Fig. 14 illustrates an alternative embodiment of 
s proximal end assembly 4 of Fig. 1 . Assembly 4a does 
not use a basic housing 10 as in the embodiment of Fig. 

I. Rather, housing 10 is replaced by a housing/manip- 
ulator 11 from which shaft 24 extends. Housing/manip- 
ulator 11 and shaft 24 are connected to one another so 

10 that shaft 24 is moved by moving housing/manipulator 

II. Instead of the manipulators 14, 16 and 18 of the Fig. 
1 embodiment, proximal end assembly 4a uses three 
Touhy-Borst-type connectors as manipulators 1 4a, 16a, 
18a; manipulators 14a, 16a, 18a have radially inwardly 

is compressible O-rings which permit the manipulators to 
be secured into place. Manipulator 1 6a is mounted over 
shaft 24 so that manipulator 16a can be secured onto 
shaft 24. Distal manipulator wire 28 extends from ma- 
nipulator 16a so that locking manipulator 16a onto shaft 
20 24 locks distal wire 28 and shaft 24 together. A metal 
tube 82 extends distally from manipulator 16a and 
moves with manipulator 1 6a; manipulator shaft 24 pass- 
es through tube 82 while distal manipulator wire 28 ex- 
tends along the outside of the tube. Manipulator 14a is 
25 mounted over distal manipulator wire 28 and metal tube 
82 so that tightening manipulator 14a locks manipulator 
14a to both distal wire 28 and tube 82. Proximal manip- 
ulator wire 26 is connected to and extends distally from 
an extension 83 of manipulator 14a. Thus, locking ma- 
30 nipulator 1 4a onto distal wire 28 and tube 82 locks prox- 
imal and distal wires 26, 28 to one another. Finally, a 
sheath manipulator 1 8a, including aflush channel 84 ex- 
tending from a body 86, is positioned distally of proximal 
manipulator 14a. Shaft 24 and proximal and distal ma- 
ss nipulator wires 26, 28 pass through sheath manipulator 
1 8a. Locking sheath manipulator 1 8a secures sheath 22 
(extending from body 86), proximal and distal manipu- 
lator wires 26, 28 and shaft 24 (extending from the distal 
end of tube 82) to one another. Using the proximal end 
40 assembly 4a of Fig. 14 permits the physician to lock var- 
ious components to one another, which is especially 
useful for one-handed operation and manipulation of the 
device. Other arrangements of manipulators and mech- 
anisms for locking various components to one another 
45 could also be used. 

The disclosures of each of the patents and applica- 
tions referred to are incorporated by reference. 

Other modifications and variations can be made 
through the disclosed embodiments without departing 
50 from the subject of the invention as defined in the fol- 
lowing claims. For example, in some cases a manipula- 
tor may be the proximal end of a sheath, catheter body 
or manipulator wire. 



Claims 

1 . A catheter assembly comprising: 



25 



30 
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40 
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a proximal end assembly comprising first and 
second movable manipulators; and 

a catheter extending from the proximal end as- 
sembly, the catheter comprising: 5 

an elongate, flexible catheter body having 
a tip portion with an electrode mounted 
thereto; and 

first and second elongate push/pull manip- 10 
ulator elements having first and second 
distal ends, said first and second manipu- 
lator elements coupled to the first and sec- 
ond manipulators, said first and second 
distal ends connected to first and second is 
spaced-apart positions along the tip por- 
tion, said first and second positions defin- 
ing a tip segment therebetween; 



least substantially housing said catheter body 
and the manipulator elements; 
said proximal end assembly comprises a fourth 
movable manipulator and the sheath is coupled 
to the fourth manipulator; and 
the proximal end assembly comprises a hous- 
ing and the manipulators are movably mounted 
to the housing. 

6. The catheter assembly according to claim 1 where- 
in: 

said catheter comprises a catheter sheath at 
least substantially housing said catheter body 
and the manipulator elements; and 
said proximal end assembly comprises a fourth 
movable manipulator and the sheath is coupled 
to the fourth manipulator. 



whereby manipulation of the first and second 20 
manipulators causes longitudinal movement of 
the first and second manipulator elements 
thereby deflecting the tip portion. 

2. The catheter assembly according to claim 1 , where- 25 
in: 

said first and second manipulator elements 
each have sufficient strength to deflect said tip 
portion by pushing on the tip portion when axial 30 
movement is applied to at least one of the first 
and second manipulator elements by said first 
and second manipulators; and 
the tip portion has a plurality of electrodes 
mounted thereto. 35 



7. The catheter assembly according to claim 6 where- 
in: 

the third manipulator is selectively securable to 
the catheter body to permit the second manip- 
ulator element and the catheter body to be se- 
cured to one another; 

the second manipulator is selectively securable 
to the first manipulator element to permit the 
manipulator elements to be secured to one an- 
other; and 

the fourth manipulator is selectively securable 
to the first and second manipulator elements 
and the catheter body to permit said sheath, 
manipulator elements and catheter body to be 
secured to one another. 



3. The catheter assembly according to claim 1 , where- 
in the tip portion comprises a chosen one o (a) a 
laterally-stabilized, substantially uni-directionally 
bending, flattened corewire, or (b) a corewire hav- 40 
ing a round cross-sectional shape. 



8. The catheter assembly according to claim 1 where- 
in the tip segment is a generally rigid tip segment 
with an electrode mounted thereto. 



4. The catheter assembly according to claim 1 where- 
in: 

45 

the tip portion has a distal end and the second 
manipulator element is coupled to the distal end 
of the tip portion; and 

said first and second spaced-apart positions 
are separated by about 3 mm to 80 mm. so 



5. The catheter assembly according to claim 1 where- 
in: 



the proximal end assembly comprises a third 55 
manipulator and the catheter body is coupled 
to the third manipulator; 
said catheter comprises a catheter sheath at 
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FIG. 3A. 
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FIG 3C. 
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FIG. 7B. 
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FIG. II. 
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(54) Enhanced contact steerable bowing electrode catheter assembly 



(57) A catheter assembly (2) includes a proximal 
end assembly (4), with four slidable movable manipula- 
tors (12, 14, 16, 18) and a bowing catheter (6) extending 
from the proximal end assembly. The bowing catheter 
includes an elongate, flexible catheter body (24), having 
a tip portion (30) carrying electrodes (32), first and sec- 
ond elongate push/pull manipulator wires (26, 28), and 
a sheath (22) housing the catheter body and manipula- 



tor wires. The sheath, catheter body and manipulator 
wires are each coupled to a manipulator. The manipu- 
lator wires are connected to positions (40, 42) on either 
side of a stiff tip segment (43). The manipulator wires 
have sufficient columnar strength/stiffness to maintain 
the tip segment at a range of relatively stable orienta- 
tions to cause the bowed tip to be deflected in in-plane 
and out-of-plane deflections. 
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